SODIUM CHLORIDE- sodium chloride irrigant
Baxter Healthcare Corporation

Directions for Use of Flexible Plastic Irrigation Containers

If desired, warmin overwrap to near body temperature in a water bath or oven heated to not more than
45°C.

Parenteral drug products should be inspected visually for particulate matter and discoloration prior to
administration whenever solution and container permit.

DIRECTIONS FOR USE

Tear overwrap down side at slit and remove solution container. Visually inspect the container. If the
outlet port protector is damaged, detached, or not present, discard container as solution path sterility
may be impaired. Some opacity of the plastic due to moisture absorption during the sterilization process
may be observed. This is normal and does not affect the solution quality or safety. The opacity will
diminish gradually. Check for minute leaks by squeezing bag firmly. If leaks are found, discard solution
as sterility may be impaired.

Use Aseptic Technique.

1. Suspend container using hanger hole.
2. Remove plastic protector from outlet port at bottom of container.
3. Attach irrigation set. Refer to complete directions accompanying set.

Exposure of pharmaceutical products to heat should be minimized. Avoid excessive heat. It is
recommended the product be stored at room temperature (25°C): brief exposure up to 40°C does not
adversely affect the product.
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SODIUM CHLORIDE

sodium chloride irrigant

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration IRRIGATION

Active Ingredient/Active Moiety

Item Code (Source) NDC:0338-0047

Basis of

Ingredient Name Strength
g Strength g
SODIUM CHLORIDE (UNII: 451W47IQ8 X) (SODIUM CATION - UNI:LYR4MONH37, CHLORIDE SODIUM 900 mg
ION - UNIEQ32ZN48698) CHLORIDE in 100 mL
Inactive Ingredients
Ingredient Name Strength

Water (UNIL 059QF0KOOR)

Packaging
# Item Code
1 NDC:0338-0047-44 14 in 1 CARTON

Package Description

1 1000 mL in 1 BAG; Type 0: Not a Combination Product

2 NDC:0338-0047-46 6 in 1 CARTON

2 2000 mL in 1 BAG; Type 0: Nota Combination Product

3 NDC:0338-0047-47 4in 1 CARTON

3 3000 mL in 1 BAG; Type 0: Not a Combination Product

Marketing Information

Marketing Category  Application Number or Monograph Citation

NDA NDA017867

Marketing Start Date Marketing End Date
05/30/1980

05/30/1980

05/30/1980

Marketing Start Date Marketing End Date
05/30/1980



Labeler - Baxter Healthcare Corporation (005083209)

Establishment
Name Address ID/FEI Business Operations
Baxter Healthcare 059140764 ANALYSIS(0338-0047) , LABEL(0338-0047) , MANUFACTURE(0338-0047),
Corporation PACK(0338-0047), STERILIZE(0338-0047)
Establishment
Name Address ID/FEI Business Operations
Baxter Healthcare Corporation 194684502 ANALYSIS(0338-0047)
Establishment
Name Address ID/FEI Business Operations
Baxter, S.A. de 810432484 ANALYSIS(0338-0047) , MANUFACTURE(0338-0047) , LABEL(0338-0047) , PACK(0338-
C.V. 0047), STERILIZE(0338-0047)
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